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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time nnay be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely, 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.G. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 



Status 

1)IE1 

2a)n 

3)n 



Responsive to connnnunication(s) filed on 08 July 2002 . 
This action is FINAL. 2b)KI This action is non-final. 

Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) 1^ Ciaim(s) 1,3-7,16-18 and 24-59 is/are pending in the application. 

4a) Of the above claim(s) . is/are withdrawn from consideration. 

5) n Claim(s) 37-40,43-48,53.54.56 and 59 is/are allowed. 

6) n Claim(s) 1,3-7,16-18,24-36,47,48,51.55,57 and 58 is/are reiected. 
?)□ Glaim(s) 41.42,49 and 50 is/are obiected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) n The specification is objected to by the Examiner. 

10) n The drawing(s) filed on is/are: a)n accepted or b)\Z\ objected to by the Examiner. 

Applicant may not request that any objection to the drawing{s) be held in abeyance. See 37 CFR 1 .85(a). 

11) 0 The proposed drawing correction filed on is: b)\3 approved b)^ disapproved by the Examiner. 

if approved, corrected drawings are required in reply to this Office action. 

12) n The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2.n Certified copies of the priority documents have been received in Application No. . 



3.n Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 13 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment($) 



1) □ Notice of References Cited (PTO-892) 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) 13 Infornnation Disclosure Statement(s) (PTO-1449) Paper No(s)„ 



4) □ Interview Summary (PTO-413) Paper No(s). 

5) □ Notice of Informal Patent Application (PTO-1 52) 

Other: 
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Appllcant(s) 
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09/596,194 



KIRST ET AL. 



Examiner 



Art Unit 



Janell Taylor Cleveland 



1634 



All participants (applicant, applicant's representative, PTO personnel): 



(1) Gar\^ Jones . 



(3). 



(2) Gary Colby . 



(4). 



Date of Interview: 10 October 2002 . 

Type: a)l3 Telephonic b)^ Video Conference 

cO Personal [copy given to: 1)0 applicant 2)0 applicant's representative] 

Exhibit shown or demonstration conducted: Yes e)[Z\ No. 

If Yes, brief description: . 

Claim(s) discussed: aJJ pending . 

Identification of prior art discussed: . 

Agreement with respect to the claims f)n was reached. g)n was not reached. h)|EI N/A. 



Substance of Interview including description of the general nature of what was agreed to if an agreement was 
reached, or any other comments: Mr. Colby outlined several things missing from the action and some forms not 
recognized officially. Mr. Jones agreed to issue another office action, correcting the deficiencies. . 

(A fuller description, if necessary, and a copy of the amendments which the examiner agreed would render the claims 
allowable, if available, must be attached. Also, where no copy of the amendments that would render the claims 
allowable is available, a summary thereof must be attached.) 

i)n It is not necessary for applicant to provide a separate record of the substance of the intervlew((f box is 



Unless the paragraph above has been checked, THE FORMAL WRITTEN REPLY TO THE LAST OFFICE ACTION 
MUST INCLUDE THE SUBSTANCE OF THE INTERVIEW. (See MPEP Section 713.04). If a reply to the last Office 
action has already been filed, APPLICANT IS GIVEN ONE MONTH FROM THIS INTERVIEW DATE TO FILE A 
STATEMENT OF THE SUBSTANCE OF THE INTERVIEW. See Summary of Record of Interview requirements on 
reverse side or on attached sheet. 



Examiner Note: You must sign this form unless it is an 

Attachment to a signed Office action. Examiner's signature, if required 



checked). 



U.S. Patent and Trademark Office 



PTO-4l3(Rev. 03- 98) 



Interview Summary 



Paper No. 17. 



^ ^jf^iimary of Record of Interview Requirement^ 

Manual of Patent Examining Procedure (IVIPEP), Section 713.04, Substance of Interview Must be Made of Record 

A complete written statement as to the substance of any face-to-face, video conference, or teleplione interview with regard to an application must be made of record in the 
application whether or not an agreement with the examiner was reached at the interview. 

Title 37 Code of Federal Regulations (CFR) § 1.133 Interviews 

Paragraph (b) 

In every instance where reconsideration is requested in view of an interview with an examiner, a complete written statement of the reasons presented at the interview as 
warranting favorable action must be filed by the applicant. An interview does not remove the necessity for reply to Office action as specified in §§ 1 .1 11 , 1 .1 35, (35 U.S.C. 1 32) 

37 CFR §1 .2 Business to be transacted in writing. 
All business with the Patent or Trademark Office should be transacted In writing. The personal attendance of applicants or their attorneys or agents at the Patent and 
Trademark Office is unnecessary. The action of the Patent and Trademark Office will be based exclusively on the written record in the Office. No attention will be paid to 
any alleged oral promise, stipulation, or understanding in relation to which there is disagreement or doubt 



The action of the Patent and Tradenriark Office cannot be based exclusively on the written record in the Office if that record is itself 
incomplete through the failure to record the substance of interviews. 

It is the responsibility of the applicant or the attorney or agent to make the substance of an interview of record in the application file, unless 
the examiner indicates he or she will do so. (t Is the examiner's responsibility to see that such a record is made and to correct material inaccuracies 
which bear directly on the question of patentability. 

Examiners must complete an Interview Summary Form for each interview held where a matter of substance has been discussed during the 
interview by checking the appropriate boxes and filling in the blanks. Discussions regarding only procedural matters, directed solely to restriction 
requirements for which interview recordation is otherwise provided for in Section 812.01 of the Manual of Patent Examining Procedure, or pointing 
out typographical errors or unreadable script in Office actions or the like, are excluded from the interview recordation procedures below. Where the 
substance of an interview is completely recorded in an Examiners Amendment, no separate Interview Summary Record is required. 

The Interview Summary Form shall be given an appropriate Paper No., placed in the right hand portion of the file, and listed on the 
"Contents" section of the file wrapper. In a personal interview, a duplicate of the Form is given to the applicant (or attorney or agent) at the 
conclusion of the interview. In the case of a telephone or video-conference interview, the copy is mailed to the applicant's correspondence address 
either with or prior to the next official communication. If additional correspondence from the examiner is not likely before an allowance or if other 
circumstances dictate, the Form should be mailed promptly after the interview rather than with the next official communication. 

The Form provides for recordation of the following information: 

- Application Number (Series Code and Serial Number) 

- Name of applicant 

- Name of examiner 

- Date of interview 

- Type of intervievv (telephonic, video-conference, or personal) 

- Name of parti cipant(s) (applicant, attorney or agent, examiner, other PTO personnel, etc.) 

- An indication whether or not an exhibit was shown or a demonstration conducted 

- An identification of the specific prior art discussed 

- An indication whether an agreement was reached and if so, a description of the general nature of the agreement (may be by 
attachment of a copy of amendments or claims agreed as being allowable). Note: Agreement as to allowability is tentative and does 
not restrict further action by the examiner to the contrary. 

- The signature of the examiner who conducted the interview (if Form is not an attachment to a signed Office action) 

It is desirable that the examiner orally remind the applicant of his or her obligation to record the substance of the interview of each case 
unless both applicant and examiner agree that the examiner will record same. Where the examiner agrees to record the substance of the interview, 
or when it is adequately recorded on the Form or in an attachment to the Form, the examiner should check the appropriate box at the bottom of the 
Form which informs the applicant that the submission of a separate record of the substance of the interview as a supplement to the Form is not 
required. 

It should be noted, however, that the Interview Summary Form will not normally be considered a complete and proper recordation of the 
interview unless it Includes, or is supplemented by the applicant or the examiner to include, all of the applicable items required below concerning the 
substance of the interview. 

A complete and proper recordation of the substance of any interview should Include at least the following applicable items: 

1 ) A brief description of the nature of any exhibit shown or any demonstration conducted, 

2) an identification of the claims discussed, 

3) an identification of the specific prior art discussed, 

4) an identification of the principal proposed amendments of a substantive nature discussed, unless these are already described on the 
Interview Summary Form completed by the Examiner, 

5) a brief identification of the general thrust of the principal arguments presented to the examiner, 

(The identification of arguments need not be lengthy or elaborate. A verbatim or highly detailed description of the arguments is not 
required. The identification of the arguments is sufficient if the general nature or thrust of the principal arguments made to the 
examiner can be understood in the context of the application file. Of course, the applicant may desire to emphasize and fully 
describe those arguments which he or she feels were or might be persuasive to the examiner.) 

6) a general indication of any other pertinent matters discussed, and 

7) if appropriate, the general results or outcome of the interview unless already described in the Interview Summary Form completed by 
the examiner. 

Examiners are expected to carefully review the applicant's record of the substance of an interview. If the record is not complete and 
accurate, the examiner will give the applicant an extendable one month time period to correct the record. 

Examiner to Check for Accuracy 

If the claims are allowable for other reasons of record, the examiner should send a letter setting forth the examiner's version of the 
statement attributed to him or her. If the record is complete and accurate, the examiner should place the indication, "Interview Record OK" on the 
paper recording the substance of the interview along with the date and the examiner's initials. 
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DETAILED ACTION 

The following rejection is NON-FINAL, Any rejection not reiterated is withdrawn. No 
Response to Arguments section is presented, as no new arguments were presented 
prior to this supplemental Office Action. 

Priority 

1. Priority under 35 U.S. C. 120 to application 09/342,364 is acknowledged. Tiiis 
application is a CIP of 09/342,364. 

Inventorship 

2. In view of the papers filed July 1 5, 2002, the inventorship in this nonprovisional 
application has been changed by the deletion of Christopher Fraser, John Sharp, and 
Thonnas Barnes. 

The application will be forwarded to the Office of initial Patent Examination 
(OIPE) for issuance of a corrected filing receipt, and correction of the file jacket and 
PTO PALM data to reflect the inventorship as corrected. 



Claim RejBctions - 35 USC §112 

3. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 18 is rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for the fully disclosed SEQ ID NOS, as well as sonne 
larger fragments, and complements thereof, does not reasonably provide enablement 
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for any fragment of any size which may selectively hybridize to the nucleic acids of 
claim 1 . The specification does not enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make or use the invention 
commensurate in scope with these claims. In particular, the way claim 18 is presently 
worded, any size fragment greater than 40 nucleotides, capable of hybridizing to the 
sequences of those in claim 1, is claimed. Although the claim states that the fragment 
"specifically hybridizes" to the target, this does not mean that the fragment hybridizes 
over its entire length. In other words, it would have been possible that the fragment 
hybridized only to the last few bases of the target, and had a large "overhang", which 
did not hybridize at all. This even may have occurred in spite of the hybridization 
conditions given in the claim, or the fact that it "selectively hybridizes", which means that 
it would hybridize selectively to the target, but not necessarily over its full length. The 
specification provides no guidance for how to make these fragments, or how to use 
these fragments in a kit. 

1 . Claim 18 is rejected under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

The specification provides insufficient written description to support the genus 
encompassed by the claim. 

Vas-Cath Inc. v. Mahurkar , 1 9 USPQ2d 1111, makes clear that "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
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he or she was in possession of the invention. The invention is, for purposes of the 
'written description* inquiry, whatever is now claimed" (See page 1117.) The 
specification does not "clearly allow persons of ordinary skill in the art to recognize that 
[he or she] invented what is claimed." (See Vas-Cath at page 1 1 16.) 

With the exception of the specific and complete SEQ ID NOS given above, the 
skilled artisan cannot envision the detailed chemical structure of fragments of the 
encompassed polynucleotides and/or proteins, regardless of the complexity or simplicity 
of the method of isolation. Adequate written description requires more than a mere 
statement that it is part of the invention and reference to a potential method for isolating 
it. The nucleic acid itself is required. See Fiers v. ReveK 25 USPQ2d 1601, 1606 
fCAFC 1993) and Amqen Inc. V. Chugai Pharmaceutical Co. Ltd., 18 USPQ2d 1016. In 
Fiddes v. Baird , 30 USPQ2d 1481, 1483, claims directed to mammalian FGF's were 
found unpatentable due to lack of written description for the broad class. The 
specification provided only the bovine sequence. 

Finally, University of California v. Eli Lillv and Co. , 43 USPQ2d 1398, 1404, 1405 
held that: 

...To fulfill the written description requirement, a patent specification must 
describe an invention and do so in sufficient detail that one skilled in the art can 
cleariy conclude that "the inventor invented the claimed invention." Locl<wood 
V. American Airlines, Inc. , 107 F.3d 1565, 1572, 41 USPQ2d 1961, 1966 
(1997); In re Gosteli , 872 F.2d 1008, 1012, 10 USPQ2d 1614, 1618 (Fed. Cir. 
1989) (" [T]he description must clearly allow persons of ordinary skill in the art to 
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recognize that [tlie inventor] invented what is clainaed."). Thus, an applicant 
complies with the written description requirement "by describing the invention, 
with all its claimed limitations, not that which makes it obvious," and by using 
"such descriptive means as words, structures, figures, diagrams, formulas, etc., 
that set forth the claimed invention." Lockwood , 107 F. 3d at 1572, 41 
USPQ2d at 1966. 

An adequate written description of a DNA "requires a precise definition, such as 
by structure, formula, chemical name, or physical properties," not a mere wish or plan 
for obtaining the claimed chemical invention. Fiers v. Revel , 984 F.2d 1164, 1171, 
25 USPQ2d 1601, 1606 (Fed. Cir. 1993). Accordingly, "an adequate written description 
of a DNA requires more than a mere statement that it is part of the invention and 
reference to a potential method for isolating it; what is required is a description of the 
DNA itself." Id. at 1170, 25 USPQ2d at 1606. 

Therefore, only the specific SEQ ID NOS given above, not the complementary 
fragments, meet the written description provision of 35 USC 112, first paragraph. 
2. Claims 1, 3-7, 16-18, 24-36, 47-48, 51, 55, 57, and 58 are rejected under 35 
U.S.C. 112, first paragraph, as containing subject matter which was not described in the 
specification in such a way as to enable one skilled in the art to which it pertains, or with 
which it is most nearly connected, to make and/or use the invention. 

The isolated nucleic acids of the claims include any sequence having at least 
90% identity to the sequence found in SEQ ID NO: 59, 60, 61 , and 63, or to fragments 
thereof. Since the claims do not include any functional limitation , allelic variants which 
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have different functions from that of the stated sequences are included in the breadth of 
this claim. The specification has taught only SEQ ID NOS 59-63. The specification has 
not, however, conveyed that at the time of filing applicants were in possession of a 
representative number of nucleic acid molecules having the property of having any 
level of sequence complementarity over any portion of SEQ ID NOS: 59-63. It is noted 
that this aspect of the rejection mav be overcome bv amendment of the claims to recite 
a nucleotide sequence fullv complementarv to anv of the nucleotide sequences listed. 
Furthermore, the claims as written include nucleic acid molecules having 90% or 
greater identity to the given nucleotide sequences, and large fragments of the 
sequence (such as 400 bases). A functional activity ior the nucleic acid molecule itself 
is not set forth in the claims. Accordingly, the claims are inclusive of nucleic acid 
molecules which are allelic variants and which encode for proteins lacking the 
functional activity of TANGO 332. The specification has not identified any allelic 
variants and which encode for proteins lacking the functional activities of TANGO 332. 
The specification has not identified any allelic variants of TANGO 332 having biological 
activities distinct from wild-type protein. The general knowledge in the art concerning 
alleles does not provide any indication of how the structure of one allele is 
representative of unknown alleles. The structure and function of one molecule does not 
provide guidance as to the structure and function of other molecules. This part of the 
reiection mav be overcome bv reciting that the nucleic acid molecules code for a 
polvpeptide which retains the functional activity of the TANGO 332 molecule. 
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Applicant is renriinded that Vas-Cath nnakes clear that the written description 
provision of 35 USC 1 12 is severable from its enablement provision. In The Regents of 
the University of California v. Eli Lilly (43 USPQ2d 1398-1412), the court held that while 
Applicants are not required to disclose every species encompassed by a genus, the 
description of a genus is achieved by the recitation of a representative number of DNA 
molecules, usually defined by a nucleotide sequence, falling within the scope of the 
claimed genus. At section B(1), the court states that "an adequate written description of 
DNA... 'requires a precise definition, such as by structure, formula, chemical name, or 
physical properties', not a mere wish or plan for obtaining the claimed invention." The 
limited information provided in the specification is not deemed sufficient to reasonably 
convey to one skilled in the art that Applicants were in possession of a full length 
genomic sequence encoding allelic variants of TANGO 332 having any functional 
activity, or of the broad genus of nucleic acids having any level of sequence 
complementarity with SEQ ID NOS: 59-63. Therefore, the written description 
requirement has not been satisfied for the claims are they are broadly written. 
Applicants attention is drawn to the Guidelines for the Examination of Patent 
Applications under 35 USC 112, 1®* Paragraph "Written Description" Requirement 
Federal Register, Vol. 66, No. 4, pages 1099-1 111. 

Summary 

3. Claims 1, 3-7, 16-18, 24-36, 47-48, 51, 55, 57, and 58 are rejected under 35 
U.S.C. 112, first paragraph. Claims 37-46, 49-54, 56, and 59 are allowable, but those 
that depend from a rejected claim are objected to (claims 41-42, 49, and 50). 
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Conclusion 



Any inquiries of a general nature relating to this application, including information 
on IDS forms, status requests, sequence listings, etc. should be directed to the Patent 
Analyst, Chantae Dessau, whose telephone number is (703) 605-1237. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Janell Taylor Cleveland, whose telephone number is 
(703) 305-0273. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Jones, can be reached at (703) 308-1 152. 

Papers related to this application may be submitted by facsimile transmission. 
Papers should be faxed to Group 1634 via the PTO Fax Center using (703) 872-9306 or 
872-9307 (after final). The faxing of such papers must conform with the notice 
published in the Official Gazette, 1096 OG (November 15, 1989.) 
Janell Taylor Cleveland 

October 16, 2002 ^ /y 



/ yiW.Qlw Jonas 
Su^rvisory Patent Examiner 
lechnoiogy Center 1 600 




